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HUONG DAN SU DUNG THUOC
DAU BUNG FOR CHILDREN

- Thudc nay chi ding theo don thube

ADSEPAIN <NEW

1. Tén thube: Am% %NF-,NE DAU BUNG FOR CHILDREN

IRE 4
| x| TRUNG UONG 1, 4
BACO /2 Xxa tam tay ciia tré em

\ r) Pﬂg c ky: };zgé‘ng dén sit dung trieée khi ding
\Néy cﬁn them tkong tin, xin héi § kién ciia Bdc sp
Khong ditng khi thubc da hét han sit dung, bién mau..

2. Thanh phin cong thirc thude (cho 1 gbi):

Thanh phan dugc chAt: THMEBULN.........veseeessmsmssererensssssesseesssssssssssnssesssssssesmsssssssssssssssasssesssssns 24,0 MG,
Thanh phin t4 duge: Pudng tring, polysorbat 80, eudragit EPO, sucralose, aerosil R200, natri
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3. Dang bao ché:

Bot pha hdn dich.

Bot thube mau tring hojc tring nga, ddng nhét, toi khé, vi ngot, mii thom.

4. Chi dinh:

Khoa tiéu hoa

Didu tri da dang cac tridu chimg dudng tiéu hoa:

- Didu trj triéu chimg dau co thit do réi loan chirc ning ciia éng tiéu hoa va dudng mat.

- Didu tri hoi chimg rudt kich thich, réi loan chiic ning tiéu hos, dic biét trong céc trudng hop dau
quiin bung, co thét, ddy hoi, tiéu chay hozc tao bén.

- Chéng dau byung trong diéu tri ban dAu khi chwa x4c dinh duge nguyén nhén gy tiéu chay cép.
5. Céch ding - liéu ding:
Cdch diing:

Pha 1 géi bot thubc v6i khoang 5 ml nude. Hén dich sau pha c6 thé udng truc tiép hogc tron trong
mot chét 16ng khac.

Liu dimng:

Liéu thwong ding: 1 g6i/5 kg cin niing/ngiy hodc:
- Tré duéi 6 thang tudi: 1/2 goi/ldn x 2-3 lan/ngay

- Tré tir 6 thang tudi - 1 tudi: 1 géi/lan x 2 lan/ngay

- Tré tir 1 - 5 tudi: 1 géi/lan x 3 1an/ngy

- Tré trén 5 tudi: 2 g6i/lan x 3 lAn/ngay

Newdi Iém: 3 - 6 g6i/ldn x 3 lAn/ngay
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r 6. Chéng chi dinh:
' Bénh nhén qué min véi trimebutin maleat hodic bit ky thinh phin nao ciia thudc.
7. Cénh bdo va thin trong khi ding thudc : '

Thén trong khi sir dung thude cho phu nir ¢6 thai va cho con bu.
8. Sir dung thube cho phu nir 6 thai va cho con bii:

Thoi ky mang thai:

Nghién ciru trén dong vat khong cho théy thudc c6 anh hudng giy quéi thai.

Dir liéu hién tai khong du @& danh gia kha ning gy di dang hogic doc tinh clia trimebutin khi thube
duoc sir dung trong sudt thdi k¥ mang thai. Khong nén sir dung trimebutin trong 3 théng d4u thai ky.
Chi sir dung trimebutin trong 3 théng gifra va 3 thang cubi thai ky khi thyc sw cin thiét.

Thoi ky cho con biu:
Dir liéu an toan cia viée sir dung thuc trén phu nit cho con bu chua duge cong bb. Do d6, tranh sit
dung thudc & phu nir dang cho con b

9. Anh hwdng ciia thudc Ién khi ning 14i xe, vin hanh miy méc:
Anh huong ciia thubc 1én kha niing 14 xe, vin hanh may méc chua duge dénh gi c6 hé théng.
10. Twong tic, twong ky ciia thude:

Chura cé céc nghién ciru danh gla kha nang twong tic cia trimebutin véi cac thudc khéc.
Do khdng cd cac nghién ciru vé tinh tuong ky cia thube, khong tron 14n thubc nay véi cac thube

khac. iz
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11. Tac dung khong mong mudn PHAN
Thn suét xuét hién: rat thuong gip > 1/10; thudng gip >1/100 t6i <1/10; it gdp >1/1.000 t6i <1/100; j SSNTM

hibm gip >1/10.000 t6i <1/1.000; rét hiém <1/10.000, chua x4c dinh: khong thé ude tinh tir nhimg dit ABACO,
lidu c6 sin. A

H¢é co quan Tan suit T4c dung khong mong mudn
! R6i loan hé - . ,
=z . r . L4 o r r h L] A
i Sl Chua x4c dinh *| Phin (mg qua iAn (ngita, mé day, ph mach, séc phén vé)
It gap Phat ban
ROi loan da va Céc phan (mg da nghiém trong bao gom: Hoi ching ngoai ban
mo dudi da Chua x4¢ dinh | mun mu toan than cép tinh (AGEP), héng ban da dang, hoai tir

thugng bi nhidm doc, viém da tréc vay, viém da tiép xtc

Thong bdo cho bdc si nhitng tdc dung khong mong mudn gdp phdi khi sit dung thudc
12. Qua lidu va cach xir tri:

Triéu chitng:

Réi loan tim mach (rbi loan nhip tim, kéo dai khoang QT), rbi loan than kinh (budn ngt, co giat, hén
mé).

Qudn Iy:

Gi4m sét bénh nhan v didu tri triéu ching cin duoc thyc hign.
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13. Pic tinh dwge hre hoe:

Nhém tde dung dwoe Ij: Chéng co thét co.
Ma& ATC: AO3AAOQ5

Trimebutin - chét didu chinh nhu dong dudng tiéu héa 12 mét chét chu véin enkephalinergic ngozi
bién. Thudc kich thich sy van dong & rudt va ciing c6 thé e ché sy van dong nay néu truée d6 da bi
kich thich (nghién ctru trén dQng vét).
Trimebutin - Thubc chéng co thét

In vitro, thuc 6 tic dung phong bé kénh natri (IC50 = 8,4 uM) va tic ché giai phéng glutamat.
Trén chudt, thude tc ché phan img clia dong vat vdi dau da day, tryc trang.

14, Pic tinh dwoc dong hoc:

Hip thu:

Ndng d6 ti da trong méu ciia trimebutin dat duge sau khi ubng 1 -2 giv.
Thdi trir:

Thudc durge dio thai nhanh va chii yéu qua nude.tiéu sau khi ung: trung binh 70% trong 24 gid.

15.
16.
17.
18.
19.

Quy céch déng g6i: Hop 30 gbi, kém theo t& hudng dén sir dyng thude.
Didu kién bio quin: Noi khd, nhiét 6 dudi 30°C.

Han diing: 36 théng k& tir ngdy san xuét.

Tiéu chuén chét lwrgng: TCCS

Tén, dia chi ciia co s&' sin xuét:

Céng ty cb phin Dugc phim Trung wong I - Pharbaco
S5 160 Ton Pic Théng - Hang Bot - Déng Da - Ha Noi
Dién thoai: 024 - 38454561; 024 - 38454562 Fax: 024 - 38237460
San xuét tai: Thach L3i - Thanh Xuén - Sé¢ Son - Ha Noi.




